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Study 1008: A study of Palbociclib (PD-0332991) in combination with letrozole vs. letrozole for 
first line treatment of postmenopausal women with ER+ and HER-2 advanced breast cancer 
 
Palbociclib (PD-0332991) is an investigational agent and has not been approved for marketing by any regulatory 
agency at this time. 

 

INTRODUCTION Palbociclib is an investigational, oral and selective inhibitor of the cyclin dependent 
kinases (CDKs) 4 and 6.
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Interim Phase 2 data presented at the 2012 CTRC-AACR San Antonio Breast Cancer 
Symposium (SABCS) showed that post-menopausal women with estrogen receptor 
positive (ER+), human epidermal growth factor receptor 2 negative (HER2-) advanced 
breast cancer who were treated with the combination of palbociclib plus letrozole 
achieved a statistically significant improvement in median progression free survival 
(PFS), compared to women who received letrozole alone (26.1 months and 7.5 months, 
respectively).
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STUDY DESIGN  

 

 Phase 3, double-blind, randomized (2:1), multicenter study comparing palbociclib in 
combination with letrozole versus letrozole alone for first-line treatment of post-
menopausal patients with ER+, HER-2 advanced breast cancer:
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 The trial is 

expected to enroll a total of 450 patients from more than 200 clinical trial sites 
worldwide.  
o Arm A: Patients will receive palbociclib 125mg, orally once daily on day 1 to day 

21 of every 28-day cycle followed by 7 days off treatment in combination with 
letrozole, 2.5mg, orally once daily (continuously)  

o Arm B: Patients will receive placebo 125mg, orally once daily on day 1 to day 21 
of every 28-day cycle followed by 7 days off treatment in combination with 
letrozole, 2.5mg, orally once daily (continuously)  

OBJECTIVES Primary:
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 Progression-free survival  
Secondary:
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 Probability of participant survival  

 Overall survival   

 Objective response   

 Duration of response  

 Disease control 

 QTc interval 

 Minimum observed plasma trough concentration 

 Change from baseline in Euro quality of life 

 Change from baseline in functional assessment of cancer therapy – breast 

 Tumor tissue biomarkers 

SELECTED 
ELIGIBILITY 
CRITERIA 

 Selected Inclusion Criteria:
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o Adult women with locoregionally recurrent or metastatic disease not amenable 
to curative therapy 

o Confirmed diagnosis of ER+ breast cancer 
o No prior systemic anti-cancer therapy for advanced ER+ disease 
o Post-menopausal women 
o Measurable disease as per Response Evaluation Criterion in Solid Tumors 

[RECIST] or bone-only disease 
o Eastern Cooperative Oncology Group [ECOG] 0-2 
o Adequate organ and marrow function 
o Patient must agree to provide tumor tissue 
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 Selected Exclusion Criteria:
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o Confirmed diagnosis of HER2+ disease 
o Patients with advanced, symptomatic, visceral spread that are at risk of life 

threatening complication in the short term 
o Known uncontrolled or symptomatic CNS metastases 
o Prior (neo) adjuvant treatment with letrozole or anastrozole with DFI ≤ 12-

months from completion of treatment. 
o Prior treatment with any CDK 4/6 inhibitor. 

 

TRIAL STATUS Study 1008 is currently open and enrolling.
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For more information about pablociclib trials currently open and enrolling, please visit www.clinicaltrials.gov or 
www.pfizercancertrials.com or call Pfizer Oncology’s toll-free number at 1-877.369.9753 (U.S.). 

                                                 
1
 Clinicaltrials.gov. A Study of PD-0332991 + Letrozole vs. Letrozole For 1st Line Treatment Of Postmenopausal 

Women With ER+/HER2- Advanced Breast Cancer. Available at: 
http://clinicaltrials.gov/ct2/show/NCT01740427?term=0332991+and+pfizer&rank=2. Accessed April 22, 2013. 
2
 Finn, Richard. Results of a randomized phase 2 study of PD 0332991, a cyclin-dependent kinase (CDK) 4/6 

inhibitor, in combination with letrozole vs letrozole alone for first-line treatment of ER+/HER2- advanced breast 
cancer (BC). Abstract. Publication Number S1-6. 2012 San Antonio Breast Cancer Symposium (SABCS), San 
Antonio, Texas. 
 

 

file://www.clinicaltrials.gov
http://www.pfizercancertrials.com/
http://clinicaltrials.gov/ct2/show/NCT01740427?term=0332991+and+pfizer&rank=2

